§312.145

reports, and other correspondence re-
lating to matters covered by the IND
should be directed to the appropriate
division. The outside wrapper of each
submission shall state what is con-
tained in the submission, for example,
“IND Application”, “Protocol Amend-
ment’’, etc.

(b) Applications for the products list-
ed below should be submitted to the Di-
vision of Biological Investigational
New Drugs (HFB-230), Center for Bio-
logics Evaluation and Research, Food
and Drug Administration, 8800 Rock-
ville Pike, Bethesda, MD 20892. (1)
Products subject to the licensing provi-
sions of the Public Health Service Act
of July 1, 1944 (58 Stat. 682, as amended
(42 U.S.C. 201 et seq.)) or subject to part
600; (2) ingredients packaged together
with containers intended for the collec-
tion, processing, or storage of blood or
blood components; (3) urokinase prod-
ucts; (4) plasma volume expanders and
hydroxyethyl starch for leukapheresis;
and (5) coupled antibodies, i.e., prod-
ucts that consist of an antibody com-
ponent coupled with a drug or radio-
nuclide component in which both com-
ponents provide a pharmacological ef-
fect but the biological component de-
termines the site of action.

(c) All correspondence relating to bi-
ological products for human use which
are also radioactive drugs shall be sub-
mitted to the Division of Oncology and
Radiopharmaceutical Drug Products
(HFD-150), Center for Drug Evaluation
and Research, Food and Drug Adminis-
tration, 5600 Fishers Lane, Rockuville,
MD 20857, except that applications for
coupled antibodies shall be submitted
in accordance with paragraph (b) of
this section.

(d) All correspondence relating to ex-
port of an investigational drug under
§312.110(b)(2) shall be submitted to the
International Affairs Staff (HFY-50),
Office of Health Affairs, Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857.

(Collection of information requirements ap-
proved by the Office of Management and
Budget under control number 0910-0014)

[52 FR 8831, Mar. 19, 1987, as amended at 52
FR 23031, June 17, 1987; 55 FR 11580, Mar. 29,
1990]
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§312.145 Guidelines.

(a) FDA has made available guide-
lines under §10.90(b) to help persons to
comply with certain requirements of
this part.

(b) The Center for Drug Evaluation
and Research and the Center for Bio-
logics Evaluation and Research main-
tain lists of guidelines that apply to
the Centers’ regulations. The lists
state how a person can obtain a copy of
each guideline. A request for a copy of
the lists should be directed to the
CDER Executive Secretariat Staff
(HFD-8), Center for Drug Evaluation
and Research, Food and Drug Adminis-
tration, 5600 Fishers Lane, Rockuville,
MD 20857, for drug products, and the
Congressional, Consumer, and Inter-
national Affairs Staff (HFB-142), Cen-
ter for Biologics Evaluation and Re-
search, Food and Drug Administration,
8800 Rockville Pike, Bethesda, MD
20892, for biological products.

[52 FR 8831, Mar. 19, 1987, as amended at 55
FR 11580, Mar. 29, 1990; 56 FR 3776, Jan. 31,
1991; 57 FR 10814, Mar. 31, 1992]

Subpart G—Drugs for Investiga-
tional Use in Laboratory Re-
search Animals or In Vitro
Tests

§312.160 Drugs for investigational use
in laboratory research animals or
in vitro tests.

(a) Authorization to ship. (1)(i) A per-
son may ship a drug intended solely for
tests in vitro or in animals used only
for laboratory research purposes if it is
labeled as follows:

CAUTION: Contains a new drug for inves-
tigational use only in laboratory research
animals, or for tests in vitro. Not for use in
humans.

(if) A person may ship a biological
product for investigational in vitro di-
agnostic use that is listed in
§312.2(b)(2)(ii) if it is labeled as follows:

CAUTION: Contains a biological product
for investigational in vitro diagnostic tests
only.

(2) A person shipping a drug under
paragraph (a) of this section shall use
due diligence to assure that the con-
signee is regularly engaged in conduct-
ing such tests and that the shipment of



